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Hans/Bettie, 

Attached is Amendment One dated May 24, 2002 and Selected Attachments dated May 
24, 2002. X had the amendment approved by expedited approval today by the IRB 
secretary. 


.From: 

)Sent: 

To: 

Cc: 

Subject: 

Sensitivity: 


Per our discussion during Wednesday's conference call, the changes included: 

1) corrections and listing of additional events to the summary of events table 

2) changes/corrections to processing, handling, storage, shipping, etc. to 
blood and urine clin labs and biomarkers (selected attachments revised as 
appropria t e) 

3) Addition of spot NNAL/creatinines at each post randomization, primary data 
collection date 

4) Addition to allow spontaneous sputum samples 

)5) Addition of cellular analysis of sputum in Lincoln subjects (addition of 
cellular processing to selected attachments) 

6) Complete revision of statistical methods 

Thanks, 


Michael F. Szwanek, Pharm D., MBA 

Senior Scientist, Study Design & Protocol Development 
MDS Pharma Services - Lincoln, NE 
michael.szwanekSmdsps.com 
(402) 437-4880 
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Source: https://www.industrydocuments.ucsf.edu/docs/irkj0001 





